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RETURN RECEIPT REQUESTED 38726/@/&37 9

Document Processing Center (T S-790) . )
Office of Toxic Substances / /\/ 'I 7/
U.S. Environmental Protection Agency -

401 M St., S.w.

Washington, D.C. 20460

Attn: Section 8(e) Coordinator (CAP Agreement)

RE:  Report Submitted Pursuant to the TSCA Section 8(e)
Compliance Audit Program

CAP |dentification Number: 8ECAP-0026
Dear Sir/Madam:

Pursuant to the Toxic Substances Control Act (TSCA) Section 8(e) Compliance Audit Program
and the Agreement for TSCA Section 8(e) Compliance Audit Program (CAP Agreement) executed
by Eif Atochem North America inc. (Atochem) and Environmental Protection Agency (EPA),
Atochem is submitting the enclosed eye irritation studies to the EPA. Eye irritation studies were
conducted both with and without eye washout. These studies do not involve effects in humans.

Nothing in this letter or the enclosed studies is considered confidential business information of
Atochem.

The enclosed studies provide information on the chemical trioctylphosphine oxide which has
CAS number 78-50-2.

The title of the enclosed studies are Draize Eye lIrritation Study in_Albino Rabbits With
Trioctylphosphine Oxide and Draize Eye Irritation Study in Albing Rabbits _Using
Trioctylphosphine_Oxide With Washout. The following is a summary of the adverse effects
observed in these studies.
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Trioctylphosphine Oxide
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Page Two

Application of one-tenth (0.1) gram of trioctylphosphine oxide to the right eye of each of six New
Zealand albino rabbits resulted in extreme irritation and corneal opacity in all test animals.
Flushing the eyes with 20 ml of water every 3 minutes for 15 minutes after a 5 minute application
of the test material to the right eye of an additional six rabbits reduced the degree of irriation.

To our knowledge, Atochem has not previously submitted any TSCA Section 8(e) notices or
premanufacture notifications on the subject chemical.

Further questions regarding this submission may be directed to me at 215 337-6892.

Sincerely,

(A

C.H. Farr, PhD, DABT
Manager, Product Safety
and Toxicology

Enclosures
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~ Draize Eye Irritation Study in Albino Rabbits
with Trioctylphosphine Oxide

Conducted for

M & T Chemicals, Inc.
Rahway, New Jersey
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November 28, 1966

PROJECT #20-178

SPONSOR: M & T CHEMICALS, INC.
SUBJECT: Draize Eye Irritation Study in Albino Rabbits with

Trioctylphosphine Oxide

OBJECTIVE
To conduct a rabbit eye irritation study with

Trioctylphosphine Oxide.

MATERT AL
Trioctylphosphine Oxide supplied by M & T Chemicals,

Inc., for use in this study.

PROCEDURE

A group of six (three males and three females) normal,
healthy albino rabbits of the New Zealand White Strain was
employed in this study. The right eye of each animal was held
open so that the palpebral and bulbar conjunctivae were exposed
and 0.1 g of the experimental material was placed in the eye.
The left eye, untreated, served as a control.

Evaluations of the eyes of the rabbits were performed
at 24, 48 and 72 hours after instillation of the test material.
Three or four drops of 2% fluorescein were instilled into each
eye once during the experimental period. A u-v lamp was utilized

to aid in reading the eyes.
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The scoring method employed was that described by
Draize on page 51 of "Appraisal of the Safety of Chemicals in
Foods, Drugs, and Cosmetics" published by the Association of

Food and Drug Officials of the United States.

Draize Scale for Scoring Ocular Lesions

I Cornea

A. Opacity - Degree of Density (area which is most dense

taken for reading)’
Scattered or diffuse area - details of iris clearly
VisSibleeeeeosoeosoosocsccocscaascasnosssoosconcsccccecsns
Easily discernible translucent areas, details of iris
slightly obscured.c.ccecececsccesccccacsoscsccnsosccces
Opalescent areas, no details of iris visible, size of
pupil barely discernible.c.cececesccccscscsccscccons
Opaque, iris invisible..cc.oe+-2cveocscscccoscscccscece

B. Area of Corneal Damage Involved

One-quarter of area (or less) but Not ZeroOee.ccececeess
Greater than one-quarter, less than one-half..cceecces
Greater than one-half, less than three-quarters......
Greater than three-quarters, up to whole area.cecsecees

Score equals A x B x 5 Total Maximum

IT Iris
A. Folds above normal, congestion swelling, circum-

corneal injection (any one or all of these or
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combination of any thereof) iris still reacting
to light (sluggish reaction is positive).eevecece.. 1
No reaction to light, hemorrhage, gross destruction
(any one or all of these)..ciesssccsscscensssoaces 2
Score equals A x 5 Total Maximum 10
IIT Conjunctivae
A. Redness (refers to palpebral and bulbar conjunctivae
excluding cornea and iris)
Vessels definitely injected above normal.ceccecccececss 1
More diffuse, deeper crimson red, individual vessels
not clearly discerniblececcsscececcoaccescaccsoncsns 2
Diffuse beefy redececececcseccoccscsseccccsccscscosnacnscccos 3
B. ghemosis
Any swelling above normal.ceccececcccccccccsnscecccccacns 1
Obvious swelling with partial eversion of the lids... 2
Swelling with lids about half closed.c.ccccccaccccccne 3
Swelling with 1ids about half to completely closed... 4
C. Discharge
Any amount different from normal (does not include
small amount observed in inner canthus of normal
ANIMALS ) e e coveacovccccaccssscsosacosascancsscessasnsace 1
Discharge with moistening of the lids and hairs just

adjacent tO the 1ids..o.c'....'...o'...o...o......

(&)
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Discharge with moistening of the lids and considerable
area around eye“..............'.................. 3

Score (A + B + C) x 2 Total Maximum 20

The maximum total score is the sum of all scores ob-
tained for the cornea, iris, and conjunctivae.

Total maximum score possible - 110 points.

RESULTS
Table 1 shows the individual readings for the cornea,
iris and conjunctivae after 24, 48 and 72 hours. An average
score per group per day is also reported. Severe reactions were
noted at the 24, 48 and 72 hour observation periods, with slight

improvement noted at both the 48 and 72 hour readings.

CONCLUSI ON

Utilizing the Draize method for the rabbit eye irritation
test, it can be concluded that M & T Chemicals, Inc., Trioctyl-

phosphine Oxide is a severe irritant to the rabbit eye.

/ et %ﬂﬁ/ﬁ

AﬁzVASSOCIATES

SUBMITTED BY

Russell S. Edmonds, V.M.D.

President
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December 3, 1960

PROJECT #20-178

SPONSOR: M & T CHEMICALS, INC.

SUBJECT: Draize Eye JIrritation Study in Albino Rabbits

Using Trioctylphosphine Oxide with Washout

OBJECTIVE
To conduct a rabbit eye irritation study with

Trioctylphosphine Oxide.

MATERI AL
Trioctylphosphine Oxide supplied by Il & T Chemicals,

fnc., for use in this study.

PROCEDURE

A group of six normal healthy albino rabﬁits (three
males and three females)was employed in this study. The
right eye of each animal was held open so that the palpebral
and bulbar conjunctivae were exposed and 0.1 g of the experi-
mental material was placed in the eye. The left eye, untreated,
served as a control. After a 5 minute contact period, these
rabbits had their treated eyes washed every 3 minutes for 15
minutes using 20 ml of warm water each time.

Evaluations of the treated eyes were performed at

24, 48 and 72 hours after instillation of the test material.
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Three or four drops of 2% fluorescein were instilled into each
treated eve once during the experimental period. A u-v laimp
was used to aid in reading the eyes.

The scoring method employed was that described by
Draize on page 51 of "Appraisal of the Safety of Chemicals in
Foods, Drugs and Cosmetics'" published by the Association of

Food and Drug Officials of the United States.

Draize Scale for Scoring Ocular Lesions

I Cornea

A. Opacity - Degree of Density (area which is most dense

taken for reading)
Scattered or diffuse area, details of iris clearly
VisSibDlEeecessonsssoansososcsssccsscssscsccsnssnocscssnss
Easily discernible translucent areas, details of iris
slightly obscuredececcceccsccescacecccssccccscosscsoccns
Opalescent areas, no details of iris visible, size of
pupil barely discernible.cccecceccccscsscccccccccns
Opaque, iris invisible.....;.........................

B. Area of Corneal Damage Involved

One-quarter of area (or less) but not zZero....ccccoc.
Greater than one-quarter, less than one-half.........
Greater than one-half, less than three quarters......
Greater than three-quarters, up to whole area.e......

Score equals A x 03 x 5 Total Maximum

(]

80
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. ™1

R Tolids above normal, congestion, swelling, circun-
corneal injection (any one or all of these or
combination of any thereof) iris still reacting
to light (sluggish reaction is POSitive)eeeoennces

No reaction to light, hemorrhage, gross destruction
(any one or all of thesSe)eceeeceessncssccsesccenocns
Score equals A x 5 Total Maxirmum

Conjunctivae

A. Redness (refers to palpebral and bulbar conjunctivae
excluding cornea and iris)

Vessels definitely injected above normal.ececececececess
Mlore diffuse, deeper crimson red, individual vessels
not clearly discerniblec.cccccesccescccccseccccccens
Diffuse beefy redecececeececcsscecccsscsnscascsccssccscscns
3. Chemosis
Any swelling above normalececececccecscccccasaccccccccccscs
Obvious swelling with partial eversion of the lids...
Swelling with lids about half clossedeceececccsccccccce
Swelling with 1lids about half to completely closed...
C. Discharge
Any amount different from normal (does not include
small amount observed in inner canthus of normal

ANAMALS ) e e seoeseacseancasasosaossnsnsscscsassssaacssncsss

[\

10
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e

Discharge with moistening of the lids and hairs just

adjacent to the lids...cecencessecescsccnsoscesovsces

o

Discharge with moistening of the lids and considerable
area aAround EYe@ .. .cececcesccsssssccssvscssnssccocsscscse 3

Score (A + 3 + C) x 2 Total Maximum 20

The maximum total score is the sum of all scores ob-
tained for the cornea, iris and conjunctivae.

Total maximum score possible - 110 points.

RESULTS
Table 1 1lists the individual scoring for the cornea,
iris and conjunctivae for each rabbit after 24 48 and 72 hours.
An average score per group per day is also reported. All rabbits
showed severe irritation at the 24 hour scoring period. At the

48 and 72 hour observation considerable improvement was seen.

CONCLUSION

Utilizing the Draize scoring method for the rabbit eye
irritation test, it can be concluded that M & T Chemicals, Inc.,
Trioctylphosphine Oxide is moderately irritating to the rabbit

eye after an exposure period of 5 minutes followed by washing.
- e
SUBMITTED BY  # oxoitl/ eq .o Apr2£724S
AME/ ASSOCIATES
Russell S. Edmonds, V.M.D.

President
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; A 1 _ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i $ WASHINGTON, D.C. 20460
@ no'j

C. H. Farr, PhD, DABT
Manager, Product Safety and Toxicology

. OFFICEOF
Atochem North America, Inc. - PREVENTION, Pes(TTcoes AND
900 First Avenue TOXIC SUBSTANCES

P.O. Box 1536
King of Prussia, Pennsylvania 19406-0018

APR 18 1935

~ EPA acknowledges the receipt of information submitted by
your crgahization under Section i/(e} of the Toxic |$ubstances
Contrci APt (TSCA). For your re ‘erince, copies,oﬁfthé first
page(s) of your submission(s) are enclosed and di play the TSCA
§8 (e) Document Control Number (e.g., 8EHQ-00-0000) assigned by
EPA to your submission(s). i
when submij g follow-up 5 1 informa
to the reverse side of this page for “EPA Information Requests" .

OM N ) =

All TSCA 8(e) submissions are placed in the public files
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received
pursuant to the TSCA §8(e) Compliance Audit Program (CAEF, should

already contain information supporting confidentiality claims.

This information is required and should be submitted if not done
so previously. To substantiate claims, submit responses to the
questions in the enclosure "Support Information for Confiden-
tiality Claims". This same enclosure is used to support
confidentiality claims for non-CAP submissions.

Please address any further correspondence with the Agency
related to this TSCA 8(e) submission to:

Document Processing Center (7407)

Attn: TSCA Section 8(e) Coordinator
Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency
Washington, D.C. 20460-0001

EPA looks forward to continued cooperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

Sincerely,

Sy SR 5)%&«
Ter’y R. O'Bryé&n
Enclosure Risk Analysis Branch

| 2.6 OA

(). Recycled/Recyclable
% Printed with Soy’Canola Ink on paper that
contains at laast 50% recycled fiber




Triage of 8(e) Submissions

on . ")
Date sent to triage: APR 7 (i 1345 NON-CAP C_.,CAP /

Submission number: _L%”l TSCA Inventory: @ N D

Study type (circle appropriate):

Group 1 - Dick Clements (1 copy total)
ECO AQUATO

Group{2 - _Ernie Falke (1 copy total)

JOX .;;5) SBTOX SEN w/NEUR

Groupm - Elizabeth Margosches (1 copy each)
STOX CTOX EPI RTOX GTOX
STOX/ONCO CTOX/ONCO IMMUNO CYTO NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor UseOnly

entire documenf 0 #1 2 pages _[jde  pages |/

Notes:

Contractor reviewer : P ) | Date: = 3/ /Z ?I é {, = -
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H

ACUTE EYE IRRITATION IN NEW ZEALAND WHITE RABBITS IS OF HIGH
CONCERN BASED ON EXTREME IRRITATION AND CORNEAL OPACITY (3/3 M, 3/3
F) AT THE FINAL TIME OF OBSERVATION (72 HOURS) FROM EXPOSURE TO 0.1

G.




